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Disposition of Claims 

4) ^ Claim(s) 1-6,8-11 and 13-26 is/are pending in the application. 
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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.1 14, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on 10/14/08 has been entered. 

Claim Objections 

Claims 8-11, 13, and 14 arc objected to because of the following informalities listed 
below. Appropriate correction is required. 

In claim 8, the last paragraph, "forming helical drive grooves. . .helix a drive mechanism 
that. . ." seems to be worded incorrectly. 

Claim Rejections - 35 USC §102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 19 and 23 are rejected under 35 U.S.C. 102(b) as being anticipated by Peers- 
Travarton (4667686). Peers-Travarton shows housing, 12, piston, 40, helix coupled to piston 
(e.g. figure 2, 30), with a housing portion including a helical segmented guide, 32, that rides 
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along the drive mechanism/helical drive grooves (e.g. figure 2, col. 4, lines 10-15), and includes 
a sleeve of radiopaque material coupled to the housing through the lead. 

Claims 15-16, 19, 23, and 26 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Vachon (5531780). See, for example, figures 4-9 and corresponding description. 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-6, 8-11, 13, 20-22 and 24-26 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Peers-Travarton in view of Bisping (4282885) or Fahlstrom et al (4913147). 

And claims 1-6, 8, 1 1, 13, 14, 17, 18, 20-22, and 26 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Vachon in view of Bisping (4282885) or Fahlstrom et al (4913147). 
Peers-Travarton or Vachon discloses the claimed invention except for disclosing part of the 
fixation helix in a helical recess of a piston, separated by non-recessed portions. Bisping or 
Fahlstrom teaches that it is known to put nearly the entire part of the fixation helix wire in a 
helical recess of a piston, separated by non-recessed portions to provide stability to the helix 
during implantation and extraction (note, the claim is an open ended comprising claim and 1/3 to 
1/2 of the wire is in the recess when the entire helix wire is in the recess). It would have been 
obvious to one having ordinary skill in the art at the time the invention was made to include in 
the medical lead as taught by Peers-Travarton or Vachon, the use of the fixation helix in a helical 
recess of a piston, separated by non-recessed portions as taught by Bisping or Fahlstrom since 
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such a modification would provide an implantable lead with part of the fixation helix in a helical 
recess of a piston, separated by non-recessed portions to provide the predictable results of 
stability to the helix during implantation and/or extraction. In addition, for claim 12, the claim is 
a product by process limitation and does not add any further structural limitations to the final 
product of the helix coupled to the piston. In the alternative, it is well known when connecting 
two elements to make one diameter smaller than the other diameter to provide the predictable 
results of a more secure and tight fit of the two elements. 

In the alternative for claims 6 and 21, Peers-Travaton or Vachon in view of Bisping or 
Fahlstrom discloses the claimed invention but does not disclose expressly 1/3 to 1/2 of the a 
diameter of the helix within the piston. It would have been an obvious matter of design choice to 
a person of ordinary skill in the art to modify the lead as taught by Peers-Travaton or Vachon in 
view of Bisping or Fahlstrom with 1/3 to 1/2 of the a diameter of the helix within the piston, 
because Applicant has not disclosed that 1/3 to 1/2 of the a diameter of the helix within the 
piston provides an advantage, is used for a particular purpose, or solves a stated problem. One of 
ordinary skill in the art, furthermore, would have expected Applicant's invention to perform 
equally well with the wire completely in the recess as taught by Peers-Travaton or Vachon in 
view of Bisping or Fahlstrom, because it securely holds the wire during implantation. 

Therefore, it would have been an obvious matter of design choice to modify Peers- 
Travaton or Vachon in view of Bisping or Fahlstrom to obtain the invention as specified in the 
claim(s). 
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Claims 14-16 are rejected under 35 U.S.C. 103(a) as being unpatentable over the 
modified Peers-Travaton discussed above for claim 14 or over Peers-Travaton for claims 15 and 
16. The modified Peers-Travaton or Peers-Travaton discloses the claimed invention except for 
the conductor electrically connected to the piston, piston electrically connected to the helix, and 
active helix. It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the implantable heart lead as taught by the modified Peers- 
Travaton or Peers-Travaton, with the conductor electrically connected to the piston, piston 
electrically connected to the helix, and active helix since it was known in the art that medical 
leads use a conductor electrically connected to the piston, piston electrically connected to the 
helix, and active helix to provide the predictable results of a helical fixation lead that actively 
directly stimulates cardiac tissue at the fixation site and allows for bipolar pacing and sensing. 

Claims 17 and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable over Peers- 
Travarton in view of Bisping (4282885) or Fahlstrom et al. Peers-Travarton discloses the 
claimed invention except for disclosing part of the fixation helix in a helical recess of a piston, 
separated by non-recessed portions. Bisping or Fahlstrom teaches that it is known to put nearly 
the entire part of the fixation helix wire in a helical recess of a piston, separated by non-recessed 
portions to provide stability to the helix during implantation and extraction (note, the claim is an 
open ended comprising claim and 1/3 to 1/2 of the wire is in the recess when the entire helix wire 
is in the recess). It would have been obvious to one having ordinary skill in the art at the time 
the invention was made to include in the medical lead as taught by Peers-Travarton, the use of 
the fixation helix in a helical recess of a piston, separated by non-recessed portions as taught by 
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Bisping or Fahlstrom since such a modification would provide an implantable lead with part of 
the fixation helix in a helical recess of a piston, separated by non-recessed portions to provide the 
predictable results of stability to the helix during implantation and extraction. 

Claims 9 and 10 are rejected under 35 U.S.C. 103(a) as being unpatentable over the 
modified Vachon as discussed above. The modifiedVachon discloses the claimed invention 
except for the guide being a segmented helical guide. It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to modify the implantable lead as 
taught by the modified Vachon, with the guide being a helical segmented guide since it was 
known in the art that implantable leads use a guide being a helical segmented guide to provide 
the predictable result of easily and smoothly advancing the helix from the lead. 

Response to Arguments 

Applicant's arguments with respect to the claims have been considered but are moot in 
view of the new ground(s) of rejection necessitated by amendment. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. Fischer, Sr. is another example of a helical segmented guide. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to George R. Evanisko whose telephone number is 571 272 4945. 
The examiner can normally be reached on M-F 6:30-5:00. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on 571 272 4955. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/George R Evanisko/ 

Primary Examiner, Art Unit 3762 
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